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DETAILED ACTION 

Drawings 

1 . The drawings were received on 4/30/2008. These drawings are accepted. 

Claim Objections 

2. Claims 26 and 41 are objected to because of the following informalities: in claim 
26, the limitation of "wherein said adhesive is sufficiently set as soon as said adhesive 
starts to set" is unclear and in claim 41 it is unclear whether as to how "a blood vessel" 
is related to the vessels previously set forth. Appropriate correction is required. 

Claim Rejections - 35 USC § 102 

3. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

4. Claims 1,3-4,1 8-1 9, 29-31 , 33-35, 43, and 82-83 are rejected under 35 
U.S.C. 102(b) as being anticipated by Popov et al. (US 6,068,637). 

5. Regarding claim 1 , Popov discloses a method of performing an anastomosis 
comprising juxtaposing two blood vessels to be anastomosed using a juxtaposition 
device (46, 48; 70, 72), to a desired configuration in which at least one vessel (10) is an 
end vessel, applying an adhesive to said vessels while they are in said configuration, 
said adhesive (70c and 72c) being sufficient to ensure both sealing and bonding of said 
two vessels to each other, and removing said juxtaposition device after said adhesive 
sufficiently sets, wherein the juxtaposition device remains primarily external to at least 
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one of the vessels during the juxtaposing, (column 1 0 line 63 to column 11 line 1 4 and 
figures 10-11). 

6. Regarding claims 3 and 4, Popov discloses a method according to claim 1 of 
inserting a part of his juxtaposition device (50) into the vessel and its wall (figure 6). 

7. Regarding claim 18, Popov discloses a method according to claim 1, wherein 
applying comprises applying using a plurality of nozzles (70c and 72c) arranged in a 
ring, (column 10 line 63 to column 1 1 line 14 and figures 10-11). 

8. Regarding claim 19, Popov discloses a method according to claim 1 wherein 
applying comprises applying into a mold adjacent said anastomosis area, which shapes 
the adhesive about said area, (column 10 line 63 to column 11 line 14 and figures 10- 
11). 

9. Regarding claim 29, Popov discloses a method, which comprises removing all 
foreign materials other than the adhesive (column 11 lines 45-lines 57). 

10. Regarding claim 30, Popov discloses a method of providing a strengthening 
element in an anastomosis site and leaving said strengthening element permanently in 
said anastomosis, (column 10 line 63 to column 11 line 14 and figures 10-11, examiner 
is interpreting "strengthening element" as a type of adhesive since when it cures it 
provides strength to the anastomed area). 

1 1 . Regarding claims 31 and 33, Popov discloses a method of performing an 
anastomosis, comprising attaching at least a first external scaffold element (70) to a first 
blood vessel (10), wherein said first blood vessel is an end vessel (figures 10 and 11); 
attaching at least said first external scaffold element or a second external scaffold 
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element (72) to a second blood vessel (12), figures 10-11); positioning said blood 
vessels using said at least a first scaffold element to a desired configuration (figure 10- 
11); applying an adhesive to said vessels while they are in said configuration, said 
adhesive being sufficient to ensure both sealing and bonding of said two vessels to 
each other, and removing said at least first external scaffolding element (column 10 line 
63 to column 11 line 1 4 and figures 1 0-1 1 ). 

12. Regarding claims 34 and 35, Popov discloses a method according to claim 31 , 
comprising mechanically attaching said at least first scaffolding element (14) to said first 
blood vessel; wherein mechanically attaching comprises piercing (30), (figure 2-4, 
column 9 line 50 to column 10 line 17, and column 10 line 63 to column 1 1 line 14, clips 
are being replaced with glue). 

1 3. Regarding claim 43, Popov discloses a method according to claim 31 , wherein 
said at least one scaffolding element comprises a balloon, (figure 19-20, column 15 line 
33-44 and column 14 line 32-45). 

14. Regarding claim 82, Popov discloses a method according to claim 1, wherein 
only one of said vessels (1 0) is an end vessel (figure 10-11, and column 1 0 line 63 to 
column 11 line 14 and figures 10-11). 

1 5. Regarding claim 83, Popov discloses a method according to claim 1 , wherein 
applying (the adhesive) is performed by the juxtaposition device, (figure 10-1 1 and 
column 10 line 63 to column 11 line 14). 
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Claim Rejections - 35 USC § 103 

16. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

17. This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

18. Claims 25-26 are rejected under 35 U.S.C. 1 03(a) as being unpatentable over 
Popov et al. (US 6,068,637) in view of Detweiler (US 5,141 ,516). 

19. Popov discloses a method according to claim 1 wherein said (juxtaposition 
device) is removed once anastomosis is established. What Popov does not teach is 
removing said juxtaposition device before said adhesive "sets completely" and/or "starts 
to set." Detweiler discloses a method of performing an anastomosis, comprising; 
juxtaposing two blood vessels to be anastomosed using a juxtaposition device, to a 
desired configuration in which at least one vessel is an end vessel and removing said 
juxtaposition device after said adhesive sufficiently sets; wherein the juxtaposition 
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device remains primarily internal to at least one of the vessels during the juxtaposing 
and is partially inserted into a wall of at least one of said vessels (column 6 line 51- 
column 7 line 24) and a method of removing juxtaposition devices before adhesive sets 
completely, wherein is stated the phrase "cured sufficiently" is not completely cured and 
the device is removed as soon as adhesive starts to set (column 7 lines 15-24). In light 
of the above teachings it would have been obvious to one having ordinary skill in the art 
at the time the invention was made to have modified the Popov disclosure with the 
teaching in Detweiler to remove juxtaposition devices after adhesive is "cured 
sufficiently" in order to remove juxtaposition devices before the adhesive sets 
completely and as soon as adhesive starts to set. 

20. Claim 32 is rejected under 35 U.S.C. 103(a) as being unpatentable over Popov et 
al. (US 6,068,637) in view of Schenck et al. (US 4,553,542). 

21 . Popov discloses a method of performing an anastomosis, comprising attaching at 
least a first external scaffold element (70) to a first blood vessel (10), wherein said first 
blood vessel is an end vessel (figures 10 and 11); attaching at least said first external 
scaffold element or a second external scaffold element (72) to a second blood vessel 
(12), (figures 10-11); positioning said blood vessels using said at least a first scaffold 
element, to a desired configuration (figure 10-11); applying an adhesive to said vessels 
while they are in said configuration, said adhesive being sufficient to ensure both 
sealing and bonding of said two vessels to each other; and removing said at least first 
external scaffolding element (column 10 line 63 to column 11 line 14 and figures 10-11). 
Popov does not explicitly disclose a method wherein first blood vessel is a side vessel. 
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Schenck discloses a method where a first external Scaffolding element is attached 
simultaneously to both side and end vessels, (figure 8, column 6 line 15-52). In light of 
the teachings it would have been obvious to one having ordinary skill in the art at the 
time the invention was made to have modified the external scaffolding in Popov, before 
applying the adhesive, with the teaching in Schenck to simultaneously attach external 
scaffolding to both side and end vessels. 

22. Claim 51 is rejected under 35 U.S.C. 103(a) as being unpatentable over Popov et 
al. (US 6,068,637) in view of Black et al. (US 6,245,083). 

23. Popov discloses a method according to claim 31 wherein said at least one of said 
at least one scaffolding elements is removed once anastomosis is established. What 
Popov does not teach is, "removing said at least one of said at least one scaffolding 
elements before said adhesive sets." Black discloses a method similar to claim 31 
except using internal scaffolding, wherein removing comprises removing at least one of 
said at least one scaffolding elements before said adhesive sets, (column 6 lines 51- 
57). In light of the obvious teachings it would have been obvious to one having ordinary 
skill in the art at the time the invention was made to have modified the Popov disclosure 
with the teaching in Black to remove at least one of said at least one scaffolding 
elements before said adhesive sets. 

24. Claims 1,3-4, 31, 33-35, and 41 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Sancoff et al. (US 6,682,540) in view of Bessler (US 5,41 1 ,508). 

25. Regarding claims 1 and 3-4, Sancoff discloses a method of performing an 
anastomosis, comprising; juxtaposing two blood vessels to be anastomosed using a 
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juxtaposition device, to a desired configuration in which at least one vessel is an end 
vessel and removing said juxtaposition device after said adhesive sufficiently sets; 
wherein the juxtaposition device remains primarily external to at least one of the vessels 
during the juxtaposing and is partially inserted into a wall of at least one of said vessels. 
What Sancoff does not disclose is applying an adhesive to said vessels while they are 
in said configuration, said adhesive being sufficient to ensure both sealing and bonding 
of said two vessels to each other. Alternatively, Sancoff applies sutures to said vessels 
while they are in said configuration. Bessler teaches that it is well known in the art to 
apply adhesive in place of sutures (Column 1 8 Lines 1 0-1 3). In light of the above of the 
above teachings it would have been obvious to one having ordinary skill in the art at the 
time the invention was made to modify the Sancoff et al disclosure with the teaching in 
Bessler to apply adhesive at "said configuration" in place of sutures. 
26. Regarding claims 31 , 33-35, and 41 , Sancoff discloses a method of performing 
an anastomosis, comprising; attaching at least a first external scaffold element (150) to 
a first blood vessel wherein first blood vessel is a end vessel (55); attaching at least said 
first external scaffold element or a second scaffold element (140) to a second blood 
vessel (65); positioning said blood vessels using said at least a first external scaffold 
element, to a desired configuration and removing said at least first scaffolding element 
(150), (Figures 21A-F and 22A-D). What Sancoff does not teach is applying an 
adhesive to said vessels while they are in said configuration, said adhesive being 
sufficient to ensure both sealing and bonding of said two vessels to each other. 
Alternatively, Sancoff incorporates a scaffolding element (165), which comprises a 
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plurality of wires (170) adapted to engage a blood vessel through piercing, in order to 
simultaneously place multiple sutures (Figures 21 A-F and 22A-D). Bessler teaches that 
it is well known in the art to apply adhesive in place of suturing (Column 18 Lines 10- 
13). In light of the above teachings it would have been obvious to one having ordinary 
skill in the art at the time the invention was made to modify the Sancoff et al disclosure 
with the teaching in Bessler et al to apply adhesive to the tissue ends in place of sutures 
after the plurality of wires have engaged the vessels through piercing. 

27. Claim 18 is rejected under 35 U.S.C. 103(a) as being unpatentable over Sancoff 
et al. (US 6,682,540) in view of Bessler (US 5,41 1 ,508) as applied to claim 1 , further in 
view of Redl et al. (US 4,631 ,055). 

28. Sancoff discloses the subject matter substantially as claimed except for "applying 
(adhesive) using a plurality of nozzles arranged in a ring." Bessler teaches applying 
(adhesive) using a plurality of nozzles arranged in a ring but does not disclose a 
juxtaposition device external to the blood vessels (column 17 lines 62-65 and column 18 
lines 53-57, figure 10A-C). Redl discloses a device comprising a plurality of nozzles to 
apply adhesive, (column 1 lines 12-18 and column 3 line 50 to column 4 line 10, Figures 
1-4, cone is equivalent to a nozzle). In light of the above teachings it would have been 
obvious to one having ordinary skill in the art at the time the invention was made to 
have modified the Sancoff et al disclosure with the teachings in Bessler and Redl to 
apply (adhesive) using a plurality of nozzles arranged in a ring. 

29. Claims 21 and 36 rejected under 35 U.S.C. 103(a) as being unpatentable over 
Sancoff et al. (US 6,682,540) in view of Bessler (US 5,41 1 ,508) as applied to claims 1 
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and 34, further in view of Buijsrogge et al, "Sutureless coronary anastomosis with an 
anastomotic device and tissue adhesive in off-pump porcine coronary bypass grafting". 

30. Regarding claim 21 , Sancoff discloses the subject matter substantially as clamed 
except for a measured amount of adhesive. Buijsrogge teaches a method comprising 
applying a pre-measured amount of adhesive (pg 790(2), Anastomotic Procedure, lines 
13 to 25). In light of the above teachings it would have been obvious to one having 
ordinary skill in the art at the time the invention was made to have modified the Sancoff 
et al disclosure with the teachings in Bessler and Buijsrogge to apply a pre- measured 
amount of adhesive to an anastomosis site. 

31 . Regarding claim 36, Sancoff discloses the subject matter substantially as 
claimed. Sancoff teaches scaffolding that is mechanically attached via hooking, he doe 
not teach using an adhesive to seal and bond vessels. Buijsrogge teaches using an 
adhesive to seal and bond vessels after incorporating a scaffolding element that is 
mechanically attached to blood vessel engagement region through hooking. In light of 
the teachings, it would have been obvious to one having ordinary skill in the art at the 
time the invention was made to have modified the Sancoff et al disclosure with the 
teaching in Bessler et al to apply adhesive to the tissue ends in place of sutures and to 
engage the vessels using a scaffolding with hooks before applying adhesive. 

32. Claims 77 and 84-86 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Nicholas et al. (US 20010029384) in view of Popov (US 6,068,637). 

33. Nicholas discloses a first blood vessel holder (1 1 6a); a second blood vessel 
holder (1 16b) adapted to interlock with said first blood vessel holder such that blood 
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vessels held by said two vessel holders contact (figures 2-8). Nicholas also discloses a 
method wherein only one of said vessels is an end vessel and wherein the first blood 
vessel holder and the second blood vessel holder are each substantially outside their 
respective blood vessels (figures 14-17). However Nicholas does not teach an adhesive 
port on at least one of said first vessel holder and said second vessel holder, said port 
configured to deliver an adhesive to said contact at an external portion of the contact. 
Instead, Nicholas discloses a port on at least first vessel holder configured to deliver 
clips to said contact at an external portion of the contact (paragraph 85 line 1 to 
paragraph 87 line 1 1 ). Popov teaches a first blood vessel holder and a second blood 
vessel holder as well as an adhesive port on both vessel holders configured to deliver 
an adhesive to said contact at an external portion of the contact. Popov additionally 
discloses a method wherein only one of said vessels is an end vessel, wherein the first 
blood vessel holder and second blood vessel holder are each substantially outside their 
respective blood vessels (figures 10-11 and column 10 line 63 to column 11 line 14). 
Alternatively, Popov teaches a method wherein the adhesive ports (figures 10-11) on 
the vessel holders are replaced by clip delivery ports (figures 8-9) (column 10 lines 31- 
67). However Popov does not teach a means for the two vessel holders to interlock 
such that the two blood vessels contact. In light of the above teachings there is 
motivation for a person of ordinary skill in the art at the time the invention was made to 
have modified the Nicholas disclosure with the teaching in Popov to deliver an adhesive 
to the contact point between vessels in place of clips. With respect to claim 86, it would 
have been obvious to one of ordinary skill in the art at the time the invention was made 
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to have removed the device after the procedure as one of ordinary skill in the art would 
know not to leave a foreign object inside the patient's body. 

Response to Arguments 
Applicant's arguments filed 4/30/2008 have been fully considered but they are 
not persuasive. 

Applicant argues Popov et al. does not teach wherein the first vessel is an end 
vessel. However, the Examiner respectfully disagrees with the Applicant. Popov et al. 
discloses "performing end-to-side anastomoses between the severed end of a first 
hollow organ and the side-wall of a second hollow organ", abstract line 1 . 

Applicant argues Popov et al. does not teach a juxtaposition device or scaffolding 
elements. However, the Examiner respectfully disagrees with the Applicant. Popov et 
al. teaches clips 46 and 48 to secure the blood vessels in sealing engagement. 
Furthermore, the Examiner notes that the general definition of juxtapose is to place 
close together or side by side and the general definition of scaffold is to provide support. 
Therefore, the glue appliers (70, 72) are both juxtaposition devices and scaffolding 
elements as the appliers provide support for the blood vessels during the application of 
the adhesive and, in doing so, places the vessels close together. 

In response to applicant's argument that there is no suggestion to combine the 
references, the examiner recognizes that obviousness can only be established by 
combining or modifying the teachings of the prior art to produce the claimed invention 
where there is some teaching, suggestion, or motivation to do so found either in the 
references themselves or in the knowledge generally available to one of ordinary skill in 
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the art. See In re Fine, 837 F.2d 1071 , 5 USPQ2d 1596 (Fed. Cir. 1988)and In re 
Jones, 958 F.2d 347, 21 USPQ2d 1941 (Fed. Cir. 1992). In this case, Popov et al. 
teaches the method steps substantially as claimed except for whether the adhesive is 
sufficiently set. The secondary references, in the same field of endeavor, taught when 
the adhesive was sufficiently set. 

Applicant argues that Sancoff does not teach removing the device after the 
adhesive sets and the device remains primarily external to the vessel. However, the 
Examiner respectfully disagrees with the Applicant. As stated by the Applicant, 
response page 13 paragraph 3, "section 150 is placed over the first blood vessel", 
therefore it is external to the vessel, and "afterwards, the sections 140 and 150 may be 
removed", therefore the device is removable. 

Applicant argues that Nicholas does not teach a first and second vessel holder. 
However, the Examiner disagrees with the Applicant. Applicant's claim recites a first 
blood vessel holder and a second blood vessel holder adapted to interlock with said first 
blood vessel holder. As interpreted by the Examiner, Nicholas teaches a first and 
second holder adapted to interlock. Applicant's claim does not require the holders to 
hold separate vessels. 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See M PEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 



Application/Control Number: 10/535,383 Page 14 

Art Unit: 3737 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Peter Luong whose telephone number is (571)270- 
1609. The examiner can normally be reached on Monday - Friday, 9:30 a.m. - 6:00 
p.m., EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Brian Casler can be reached on (571) 272-4956. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Ruth S. Smith/ 

Primary Examiner, Art Unit 3737 

/Peter Luong/ 
Examiner, Art Unit 3737 



